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REMARKS 

In the Office Action, Claims 2-5, 7 and 8 are rejected under 35 U.S.C. §103; Claim 6 has 
been objected; and Cairns 32-33 have been allowed. Claim 34 has been newly added 
Applicants believe that the rejections have been overcome or are improper m view of the 
amendments and/or for the reasons set forth below. 

At the outset, Claims 32 and 33 have been allowed as previously discussed. Further 
Cla,m 6 has been objected to because of its dependence on a rejected claim, namely, independent' 
Cla,m 2. As previously discussed, Claim 34 has been newly added. Cairn 34 essentially 
mcludes the limitations of independent Claim 2 m addition to Cairn 6. Claim 6 has also been 
canceled without prejudice or disclaimer. Thus, newly added Claim 34 should be allowed as 
well 

In the Office Action, Claims 2-5, 7 and 8 rejected under 35 U.S.C § 103 More 
specially, Claims 2-5, 7 and 8 are rejected as being unpatentable over U.S Paten. No 
4,880,629 fOW) in view of U.S. Patent No. 5,039,609 (-Klein"); Claims 2-3 are rejected 
as betng unpaten.ab.e over Okamoto, Klein and further in view of U.S. Patent No 4 997 083 
CLoreun or U.S. Patent No. 4,608,043 (W); Claims 2-5, 7 and 8 are rejected as being 
unpatentable ,„ view of Klein and U.S. Patent No. 5,092,838 CE.:, n: C,a,ms 2-3 are rejected 
as berng unpatentable in view of Klein and Faiei and further in v,ew of Lore,, or Larkin- and 
Cla,ms 2-5, 7 and 8 are rejected as being unpatentable in view of Klein and US Patent No 
5,01 1,826 ("Steudle"). ' 

Applicants believe tha, the obviousness rejections are improper. ,» general, the present 
mvenfon provrdes » improved dialysis solution. The improved dialysrs solution provdes for 
the use of specific polypeptrdes as an osmotic agent with an additional osmotic agent such as 
dextrose. The inventors have found tha, selecting well-defined peptides and utiiizing same 
w,.h an additional osmotic agent can overcome the disadvantages of using polypeptides alone or 
dextrose alone set forth on pages 10-26 of the Specification. 

Of the rejected claims, Clarm 2 is the sole independent claim. Claim 2 recites a two par, 
pentonea! dialysis solution designed ,„ be mixed pnor ,„ i„f us ,„„ int0 a patient . The , wo 
pentoneal dialysis solution includes, in part, a first part housed in a firs, structure and a second 
par, housed ,„ a second s,r„c«ure. The firs, par, includes approximately 1.0 ,„ abou, 8% (w/v) 
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dextrose and a pH of approximately 4.0 to about 5.5; and the second part includes approximately 
0.5 to about 8.0% (w/v) polypeptides and a P H of approximately 6.0 to about 7.5. 

In contrast, Applicants believe that the cited art, even if combinable, fails to disclose or 
suggest at least a number of features of the claimed invention. At the outset, Applicants believe 
that the claim term "designed to be mixed prior to infusion into a patient" provides "life 
meaning, and vitality" to the claimed subject matter and thus, should be given patentable weight 
contrary to the Patent Office's position. Indeed, where the preamble has been clearly relied on 
during prosecution to distinguish over the cited art and where the Specification supports this 
position, the preamble should be given patentable weight as a matter of law. 

To date, Applicants have, and continue to argue that the two part peritoneal dialysis 
solution of the claimed invention includes a dextrose-based part and a polypeptide-based part 
that are mixed prior to infusion into a patient during peritoneal dialysis, and that the two part 
solution as claimed is clearly patentable over the purported solutions disclosed in the cited art 
As further supported in the Specification on page 8, an advantage of the present invention is to 
provide a balanced supplementation of polypeptides and dextrose through a dialysis solution to 
.mprove the nutritional status of a renal patient. In view of same, Applicants believe that the 
preamble language at issue would give guidance and understanding to one skilled in the art in 
ascertaining the scope and meaning of the claimed invention. Therefore, Applicants believe that 
the Examiner's position regarding same is inappropriate and thus respectfully request 
reconsideration of same. 

In any event, Applicants believe that the cited art, even if combinable, is clearly deficient 
with respect to the claimed invention. For example, nowhere does the Klein reference disclose 
or suggest adding polypeptides and dextrose in solution to form a peritoneal dialysis solution let 
alone the specific amounts of polypeptides and dextrose as required by the claimed invention 
Indeed, the Patent Office's apparent attempt to suggest that Klein discloses dextrose in addition 
to peptides in solution is incorrect and a mischaracterization of Klein. 

In column 12, beginning at line 39, Klein merely suggests that a concentration of 
electrolytes can be added to facilitate the osmotic properties of the solution. For example Klein 
discloses that a typical solution can contain specific quantities of sodium, chloride lactate 
magnesium and calcium. See, Klein, column 12, lines 48-51, Table 2. However, nowhere does 
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hlstldme, or oligomers .hereof, in another. Further, the Paten, Officer merely relies on Lore,,, 
and Larkin for their alleged teachings regarding sterile containers which include two different 
chambers for mixing solutions. Therefore, Applicants do no, believe that one skilled ,„ the ar, 
would be inclined ,o modify K,e,„ in view of any hypo.he.ical combination of the remaining 
cited art to arrive at the claimed invention. 

At best, the cited art, even if combinable, simply provides "general guidance" as to the 
particular form of the claimed invention. Absent a suggestion, teaching or motivation of the 
specific compositions of the two part peritoneal dialys.s solutions including polypeptides and 
dextrose cla,med in the present invention, Applicants respectfully submit that the Patent Office 
has impermissibly applied hindsight reasoning in support of the prior art rejections. 

Based on a. leas, these noted differences between the cited ar, and the claimed invention 
Applicants believe tha, the cited ar, fails to disclose or suggest a, leas, a number of features of 
the claimed invention. Therefore, Applicant respecfully submi, to, the cited art, even if 
combinable, fails to render obvious the claimed invention. 

Accordingly, Applicants respectfully request that the obviousness rejections with respect 
to the claimed invention be withdrawn. 

For the foregoing reasons, Applicants respectfully request reconsideration of their patent 
application and earnestly solicit an early allowance of same. 



Respectfully submitted 
BELL, BOYD.&-LL 
BY 




Robert M. Barrett 

Reg. No. 30,142 

P.O. Box 1135 

Chicago, Illinois 60690-1135 

Phone: (312) 807-4204 



Dated: May 6, 2003 
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